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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36 (a). In no event, however, may a reply be timer/ filed after SIX (6) MONTHS from the 
mailing date of this communication. ■ 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may. reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 ) □ Responsive to communication(s) filed on 



2a) □ This action is FINAL. 2b) K This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11; 453 O.G. 213. 
Disposition of Claims 

4) S3 Claim(s) 1-17 ' is/are pending in the application. 

4a) Of the above, claim(s) is/are withdrawn from consideration. 

5) □ Claim(s) is/are allowed. 

6) S Claim(s) 1-17 ; . __ is/are rejected. 

7) D Claim (s) . : is/are objected to. 

8) 0 Claims ; ; are subject to restriction and/or election requirement. 

Application Papers 

9) □ The specification is objected to by the Examiner. 

10)D The drawing(s) filed on . is/are a) □ accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 1 )□ The proposed drawing correction filed on is: a)P approved b)D disapproved by the Examiner 

If approved, corrected drawings are required in reply to this Office action. 

1 2) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) 0 Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some* c)D None of: 

1. □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. ' , . 

3. □ Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 1 7.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 

14) B Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 
a)D The translation of the foreign language provisional application has been received. 

15) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. §§120 and/or 121. 

Attachment(s) 

1 ) jx| Notice of References Cited (PTO-892) 4) □ Interview Summary (PT0-41 3) Paper No(s). 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-1 52) 

3) §(| Information Disclosure Statement(s) (PTO-1 449) Paper No(s): 6 6) □ Other: 
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This application does not contain an abstract of the disclosure as 
required by 37 CFR 1.72(b). An abstract on a separate sheet is required. The 
cover sheet of applicants' WO publication is not considered part of aplicants' 
disclosure. 

The disclosure is objected to because of the following informalities: 
Mention of applicants' 371 priority claim should be made in the parent history 
to maintain a chain of pendency from earliest provisional case to present case. 

Appropriate correction is required. 

Claims 1-17 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

1. Proviso a) appearing in the compound, composition and use claims requires 
clarification. Are the 4 conditions within a) independent of each other or 
dependent. For example when R is halo must Rl be also halo or phenyl? Also 
note there is no semicolon between conditions 2 and 3. 

2. Claim 3 is of indeterminate scope. Defining a disease(s) by its (their) 
underlying cause renders the scope of intended uses indeterminate since the 
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claim language may read on diseases not yet known to be caused by or affected 
by such action or in ways not yet understood. Additionally, determining 
whether a given disease responds or not to "activation" of 5HT2c receptors 
involves much experimentation since a negative response from one patient 
does not mean the drug isnt useful as no drug has 100% effectiveness. Thus 
what "success rate" determines if a particular drug is effective and how many 
patients (and dosage regimens) need to be tested? The test for determining 
compliance with 35 USC 112, par.two is whether applicants have clearly 
defined "their" invention not what may be discovered by future research as 
this type of claim language clearly requires. Furthermore, how does one 
determine who is in need of such treatment? The specification fails to provide 
guidance as to what cutoff point determines the need for "activation of the 5- 
HT2c receptor" for even one mammal much less all mammals being claimed. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis 
for all obviousness rejections set forth in this Office action: 

(a) A patent may not be btained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented 
and the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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Claims 1,2,5,8,11-17 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Hartog (Ref.BE). The EP'612 publication describes many 
compounds that are similar to that claimed herein for uses including 
depression. See compound f) on p.2, #'s 18,19,27,58 and 60 on pages 17,19 and 
20 and list of intended uses on p.3. While these compounds do not read on the 
instant scope in view of the provisos present, they are obvious variants since 
the sole difference is the presence of one or more alkyl groups on piperazino 
carbons. Note that hartog teaches said groups can be present at positions 
corresponding to instant R6/R7 and stereoisomers are also contemplated as 
part of the invention as described on p. 3. For claims 15-17 which require an 
alkyl at R5 , while not particularly described by Hartog, H vs Me in otherwise 
old compounds is not considered patentable absent evidence of 
superior,unexpected results. Note In re Wood 199 USPQ 137; In re Lohr 137 
USPQ 548; In re Fauque 121 USPQ 425. Thus it would have been obvious to 
one skilled in the art at the time the invention was made to expect compounds 
claimed herein that are methylated on one or more carbon ring positions of 
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piperazine to also possess the uses taught by the art in view of the equivalency 
teaching and close structural similarity outlined above. 

The nonstatutory double patenting rejection is based on a judicially 
created doctrine grounded in public policy (a policy reflected in the statute) so 
as to prevent the unjustified or improper timewise extension of the "right to 
exclude" granted by a patent and to prevent possible harassment by multiple 
assignees. See In re Goodman, 11 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 
1993); In reLongi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van 

r 

Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 
164 USPQ 619 (CCPA 1970);and,/#i re Thorington, 418 F.2d 528, 163 USPQ 
644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) 
may be used to overcome an actual or provisional rejection based on a 
nonstatutory double patenting ground provided the conflicting application or 
patent is shown to be commonly owned with this application. See 37 CFR 
1.130(b). 
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Effective January 1, 1994, a registered attorney or agent of record may 
sign a terminal disclaimer. A terminal disclaimer signed by the assignee must 
fully comply with 37 CFR 3.73(b). 

Claims 1-17 are rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims of U.S. 
Patent No. 6,638,936. Although the conflicting claims are not identical, they 
are not patentably distinct from each other because the sole difference is the 
presence of additional methyl groups at R5 or R8 which is not considered a 
patentable advance absent evidence of superior, unexpected results. See Wood, 
Lohr, Fauque cited in the above 103 rejection. Also see In re Bowers 149 
USPQ 573 which involved claims between H vs Me- substituted steroids. 

Any inquiry concerning this communication should be directed to Emily 
Bernhardt at telephone number (703) 308-4714. 

A facsimile center has been established for Group 1600. The hours of 
operation are Monday through Friday, 8:45 AM to 4:45 PM. The new fax 
phone number for the organization where this application or proceeding is 
assigned is (703) 872-9306. 
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